This Page Is Inserted by IFW Operations 
and is not a part of the Official Record 

BEST AVAILABLE IMAGES 

Defective images within this document are accurate representations of 
the original documents submitted by the applicant. 

Defects in the images may include (but are not limited to): 

• BLACK BORDERS 

• TEXT CUT OFF AT TOP, BOTTOM OR SIDES 

• FADED TEXT 

• ILLEGIBLE TEXT 

• SKEWED/SLANTED IMAGES 

• COLORED PHOTOS 

• BLACK OR VERY BLACK AND WHITE DARK PHOTOS 

• GRAY SCALE DOCUMENTS 



IMAGES ARE BEST AVAILABLE COPY. 



As rescanning documents will not correct images, 
please do not report the images to the 
Image Problem Mailbox. 



008786763 

WPI Acc No: 1991-290778/199140 

XRAM Acc No: C91-125734 

XRPX Acc No: N91-222642 

Serodiagnosis of mammary cancer - by immunoassay of prod, of c-erbB-2 
cancer gene, by binding gene with specific purified antibody and solid 
phase carrier 

Patent Assignee: NICHIREI KK (NCHK ) 

Number of Countries: 001 Number of Patents: 002 

Patent Family: 

Patent No Kind Date Applicat No Kind Date Week 

JP 3191865 A 19910821 JP 89236945 A 19890914 199140 B 

JP 2895105 B2 19990524 JP 89236945 A 19890914 199926 

Priority Applications (No Type Date) : JP 89236945 A 19890914 
Patent Details: 

Patent No Kind Lan Pg Main IPC Filing Notes 
JP 3191865 A 5 

JP 2895105 B2 6 G01N-033/574 Previous Publ . patent JP 3191865 

Abstract (Basic) : JP 3191865 A 

Determining prod, of c-erbB-2 cancer gene by enzyme immunoassay 
comprises binding a purified antibody specific to prod, of c-erbB-2 
cancer gene with a solid phase carrier, selectively binding prod, of 
c-erbB-2 cancer gene in a sample such as blood serum with the antibody 
to catch the prod., and colouring by using biotin-labelled 2nd ■ 
monoclonal antibody, avidin biotin complex method and its substrate in 
the enzyme immunoassay of the prod. 

Also claimed is a kit for the serodiagnosis which contains 
antibody necessary for the determn. of the prod, of c-erbB-2 cancer 
gene, reference sample, colouring reagent, etc. 

Monoclonal antibody is pref. used for the solid phase is 9G6, and 
enzyme-labelled monoclonal antibody is SV2-61gamma . In the method, 
SV2-61 gamma is labelled with an enzyme such as peroxidase or alkaline 
phosphatase and coloured. Positive control for reference is supernatant 
of cell strain EX-5 or purified prod, of c-erbB-2 cancer gene. 

USE/ADVANTAGE - The method and the kit are useful for detecting or 
determining prod, of c-erbB-2 cancer gene in human blood serum. The kit 
is used for the diagnosis of glandular cell cancer, esp. mammary 
cancer, stomach cancer, etc. Glandular cell cancer such as mammary 
cancer can be simply and rapidly diagnosed by the examination of blood 
serum based on that prod, of c-erB-2 gene is present in blood serum of 
human mammary cancer patient but is not detected in that of healthy 
normal person. The diagnosis of the prognosis of the cancer can be 
carried out by the determn. of the prod, of c-erbB-2 gene. 
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Granted Claims of Japan se Pat nt No. 2,895,105 B2 

1; An erizyme immunoassay for measuring a soluble form of c-erbB- 
2 onco^he!^roduct> characterized in that it comprises: 

usitig^two monoclonal antibodies against the extracellular domain 
of c-erbl3-2 Oncogene product, one of which is immobilized to a solid 
phase arid; tile other is labeled with an enzyme; and ^ 

u$ihg^ as a positive control, a culture supernatant from E. coli 
strain E^;5> - which extracellulaiy secretes the extracellular domain of c- 
erbB-2 ohc&gene product, and/or a purified preparation of said c-erbB-2 
oncogen^; pfid^uct. ; 

2. The assay of claim 1, characterized in that SV2-61y is used as 
one of the monoclonal antibody against said extracellar domain. 

3. A kit for diagnosis of a serum sample, which is used for the assay 
of claims 1 and 2, comprising an antibody required for measuring a 
soluble forrti of c-erbB-2 oncogene product and a chromogenic agent. 
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^5»iiaaffi^b«rt^o*ia^^^ea*4:' bX* 

tt t: b AJKUfr&T-erbB- 2 (HT c -erbB 
-2k»iai-£) £$!JLb (f0l»[S*:B|5fe,PNAS 82649 
7, 1985, ilj^Jib, Nature 319 230, 1986) , 

l^Xf£EW2E£ii#>X£X^5o t b c -erbB- 2^ 

L X V ^5 * ^ «f±$HF-fi 185KDX^- o v-V ^r^" 

fc, Science 232, 1644, 1986) 0 c -erbB- 2 ttgSB^>f 

y y ^ if — a > ^ ae 1 ?-^ * — - >- ^^>*fex v - 

erbB^*t?»Xtai^H4<OSSV^aeT-i: Lx^m^n/c 
(flli«3B*BB6>, WHk 0i*?tb, fltfffl) . v -erbBtt 
b y zS^MRjEe ^-fW^AEV (avian erythroblastosis vi 

rus) (Ot-ofiafe^F-Xfc!?, ^cr)ateT-t-^i^i"5^ 

nattae^ttiAiistH^FS** (egf i/i? ^ — t m& 

IE) XfcSo t hEXJFU-fe^— tt»7ftfe«:lSBaqll- 30 
13lCffiH LXV>5 0 c -erbB- 2 tt.EGFl/lr tOit 
45^ t ttW £> jW^Sft ott^^ EGF l/ir — tnRNA 
3&U0. OKbk 5. 6KbXfc 5 . —Jj c -erbB- 2 CO tnRNA 13:4. 6 
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erbB-2ae^tt«-*, P**^IRJ^*<B*2 
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#JXft<. »bn5*«t>DNAU^</UOl>(DJcR^S4x 
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H • • S#^3i 13-26, 1987l^f¥^fi$ttXV^6o 

^^^EIA^P?ti^5X0t*(cJ:5^^mj£lcJ:^ 
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*ffi^Srtftf*U. EX-SWTOOc -erbB-2itfe 
^*«S:J**-b?ff4MCj££LX^S;: t^ltiU ^ 
*WSr^/S;L*: 0 i-3it?*>. ^©369! ttt b c -erbB- 
2mte^m&&ttfctjiJ%h L, B#HfcLfc#i*fc»*«'" 

HJ^v^xA&t^-s/ h0ffl«*30litt* c -erbB- 2 
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10 c -erbB- 2 JSfi^ jg4fcOEIA«3£ffi i: -to* y K E 

y hMaxiSorp) (CI *z g/mlCD^SOfitSH^ ^ * 

>v<— 0P14, iSCilfcVan de Vijver M. J. *b,New England Jo 
unal of Medicine 319 1239, 1988) £10 n .1 ~f 0# ^ 
/Hc/m*, 4 < t:x-^eL, fetft^-^-r^n^ix-h 
t-@/E~t5 0 0.05% b^M — ^20§r^tpPBS (EATifei* 
»Ei:»IE-r<5) X3HiacJ*L^:«. 5%BSA^ifiift (T 
A-:/ ^ §r^t^PBS$-200/i fi "foft^^McjDXL^iS. 

20 ^2«FM^o y^^^Srff 5o 3Sffii*S8xacj*«, ffi 
^ffl<O«WSrl00M ^-f-o^^^/MciPx., 4TCX— Bfe 
ttfitS. 3 0&^X?fc*H£. tf^V>fk Lfc 10 ii g/ 
mi^ey ^ ^-^Stfrsv2— 61 y £100 m A-fo^^^A 
tcJbDx.. !Mt2^S(lt^o ^cot£*fei^fi£X3lH]ft; 

iflS'&fts &1000ffiHc*r|RL/ct>o£: 

iooi* £i*o#^m/wcinx.. ^^xsiHi^mSK 

OOABTS (2, 2' — Azino — di— 3 — ethylbenzthiazoline 
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